Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel:+91 98166 56001-02

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com
IpoaykTt Haiiz" AkTHBrenb (HUMECYJIMA) redib I/ Hapy)KHOro npumenenus, 1 %, 50 r

Batch No / : V211048 Batch Quantity / : 18,910 units /
Cepus Ne e O0BbeM mapTHu 18,910 exunun
Analytical Report No / i : 890001549153 Date of Analysis / : 09.10.2021
AHanuTudecknii oTyet Ne ' Hara ananuiza

Date of Manufacture / : Sep.2021 Date of Expiry/ : Aug.2023
Jara npou3BoJcTBa Toaen oo

Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3am. Ne 1 ot 19.03.2020)

Pagelof5/Crp.1u35

B2XX

CooTBeTcTBYET TpeOOBaHUAM

No / . .

Ne Test / Iloka3zaTenn Result / PesyabTaT Specification / Hopma

1. Description / Onmucanne Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHoponHsIH
OnHOpOAHBIH NPO3pavHBIA MpOo3pavHbIi renb oT 6ecLBETHOro
rejib GNEeAHO-KENTOrO BETA C | 10 ONEOHO-XKENTOro LiBeTa ¢
XapaKTepHBIM 3allaXOM XapaKTepHBIM 3aMaxoM

2. Identification / IloxtuunOCTH

a) By HPLC / MeTtoniom Complies as prescribed /| The retention time of the main peak

in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram  of  nimesulide
reference standard solution (section
Assay) / Bpems ynepxupaHus
OCHOBHOIO nH1Ka Ha
Xpomarorpamme HCTIBLITYEMOrO
pacTBoOpa JOJIXKHO COOTBETCTBOBATE
BPEMEHH YAEP)KUBAHHS OCHOBHOTO
NKMKa Ha XpoMaTorpaMMme pacTBopa
CTaHAAPTHOrO obpazna
HUMeCyNuia (pazmen
«KonnyecTBeHHOE Onpeie/ieHUe»)

Remarks : The Product conforms to ND/
IMpumeuanne: [Tpoaykr coorsercTByeT Tpebopanuam H/JI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

Iloarorosneno: ——
Pardeep Kumar

Checked by /
ITposepeHo:

Approved by: Manager/Executive /

Onob6peno: Menemxkep / PykoBoauress
o= o :
Himesh Kumarci,—a-——’”" Amit Kumar /\ Y—

FE —

Print Date /
Jlara: 09.10.2021

Print Date /
Jata: 09.10.2021

Print Date /
Hara: 09.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel:+91 98166 56001-02___

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com
I[MpoaykTr Haiiz" AktuBrens (HUMeCynua) renib AJisl Hapy»KHOro nprimenenus, 1 %, 50 r

Batch No / 1 V211048 Batch Quantity / : 18,910 units /
| Cepus Ne X O06bem nmapTuu 18,910 exnmun
Analytical Report No / : 890001549153 Date of Analysis / : 09.10.2021
AHanuTHYecKHui oTueT Ne HJara ananuza

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JlaTta npon3BoacTBA ToaeH 1o

Analysis performed according ND / Anaans nposeaen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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ﬁ.{? / Test / IlokazaTenn Result / PesynbsTar Specification / Hopma
b)By UV spectro- Complies as  prescribed /| UV absorption spectrum of the test
photometry / Metonom CootseTcTBYeT TpeGOBAHUAM solution should have absorption
Y®-cnexrpodoro maximum at 397+5nm / YO-
METpUH CIIEKTp IOTJIOLIEHHMS HUCTIBITYEMOro

pacTBopa I0JDKEH UMETh MAKCUMYM
TIorJioieHus rnpu 397+5 Hm

3. | Weight of package 51g/S51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cOOTBETCTBHH C
COIEPKHMOT0 YIAKOBKH TpeGOBaHUAMH

I'd PD. (He menee 50,0 1)
4. | pH 3.13 From2.5t04.5/0t12,5 no 4,5

5. | Viscosity / BazkocTb

1079 centipoise /
1079 canrtumyas

From 400 to 1200 centipoise /
Ot 400 no 1200 canTumnyas

6. | Related impurities / PoacTrBenbIe mpumecu

i. Impurity C /
IIpumecs C

Not detected / He o6HapyxeHa

ii. | Impurity D/
[Tpumecs D

Not detected / He o6napyxeHa

Not more than 0.50 % /
He 6onee 0,50 %

Not more than 0.50 % /
He 6onee 0,50 %

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr cooTsercTByeT TpeboBanusam HJ

Conclusion : APPROVED /
3akauyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToprorornexo: f IIposepeno: Onobpeno: MeHemiep / Pykoronurens
Pardeep Kumar = Himesh KumM Amit Kumar ?&-v SA—

Print Date / Print Date / Print Date / '

JHara: 09.10.2021 Hara: 09.10.2021 Jara: 09.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Formulation Unit-6
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Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
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Batch No / : V211048 Batch Quantity / : 18,910 units /
Cepust Ne ‘ O6bem napTuu 18,910 exumun
Analytical Report No / : 890001549153 Date of Analysis / : 09.10.2021
Ananurudeckuii oruet Ne Jara ananu3za
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
Jata npousBoacTaa Tonen xo
Analysis performed according ND / Ananus nposegen no HJI: JI[1-005923-191119 (amend Ne 1 from
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Jlro6Gas npyras npumeck

iv. | Total impurities /
Cymma npumMecer

;? / Test / IlokasaTesn Result / PesyabraT Specification / Hopma
iii. | Any other impurity / Not more than 0.50 % /

Less than LOQ (0.03%)

Less than LOQ

He 60onee 0,50 %

Not more than 1.50 % /
He 6onee 1,50 %

7. | Microbial purity / Mukpo6uosiornyeckas YHCTOTA

1. | Total Aerobic Microbial
Count / O61iee 4ynucno
a3pOOHBIX MHKPO-
OpraHM3MOB

ii. | Total Combined Yeast and
mould count / O6i1ee uucio
JPONOKEBBIX M TNIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Less than 10 CFU/g /
Meunee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

Absentin 1 g/
OrcyrcTByer B 1 1

Absentinl g/
OrcyrcTByerB 1 1

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100CFU/g /

He 60nee 100 KOE/r

Should absentin 1 g/
OrcyrctBUe B I T

Should absent in 1 g/
OtcyrerBue B I 1

Remarks : The Product conforms to ND/
Ipumeuansne: [Ipogykr coorsercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3axnwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: Z [IposepeHo: Onobpeno: Menemxkep / Pykosoaurels
Pardeep Kumar -~ Himesh KumM Amit Kumar fg\..‘; N—

Print Date / Print Date / Print Date / -

Jata: 09.10.2021 Hata: 09.10.2021 Jata: 09.10.2021
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJTA3A Distt. Solan, H.P,, 173 205, INDIA

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g e e
< i . . www.dgreddys.com

ITpoaykT Haiiz" Axtusrens (HUMecyTil) refib AJisl HapyKHOro npnmeHeums’!. f 7 iy
Batch No / : V211048 Batch Quantity / : 18,910 units /
Cepus Ne . O0bemM mapTHH 18,910 eanuny
Analytical Report No /' : 890001549153 Date of Analysis / : 09.10.2021
AHaguTHYecKui oT9eT Ne Jarta ananunsa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JlaTa npoM3BOACTBA I'ogen oo

Analysis performed according ND / Ananus nposenes mo HJI: JIIT-005923-191119 (amend Ne 1 from

19.03.2020 / m3m. Ne 1 ot 19.03.2020)
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8 Assay / KonnuecTBenHOe onpeaesieHue

i. | Nimesulide/
Humecynnpg

ii. | Dimethyl sulfoxide /
HNumetnicynsdokeun

10.06 mg / 10.06 mr
(100.6 %)

100.0 %

9.0 mg to 11.0 mg of C13H12N>O5S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr Ci3Hi2N20sS
(aumecymun) (ot 90,0 % 1o

110,0 % OoT HOMUHANBHOT'O
coniepxanus) B 1 r ress

90% to 110% of C2HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C.HeOS
(auMeTHNICYTHPOKCHA) OT
HOMHMHAJIBHOT'O COAEPKaHUA

9 |Packaging / YnakoBka

Package / Ynakopka - 50 gin a
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Ilo 50 r B TyOy u3

JIAMHHUPOBAHHOT'O
ATFOMHHMS, CHaOXKEeHHYIO
MeMOpaHOH Uil KOHTpOJA

nepBoro BekpbiTHA. Kaxayro
Ty0y BMeECTE€ ¢ HHCTPYKLHEH
O IIPUMEHEHHIO [TOMEILAIOT B
NadKy KapTOHHYIO.

Package / YnakoBka - 20 g, 50 g or
100 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. /

ITo 20 r, 50 r unu 100 r B TYOY M3
JIAMUHHPOBAHHOI O ATIOMMHUS,
cHaOXeHHYI0O  MeMOpaHOH  Juid
KOHTpPOJISi ~ MEPBOTO  BCKPBITHA.
Kaxnyto TYOY BMECTE c
HUHCTPYKIMEH 10 TNPUMEHEHHIO
MIOMEIIAKT B MAYKy KAPTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykt cooTBeTcTBYeT Tpebosanusam HJL

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: 4”_ IIpoBepeHo: E,),/’; Onobpeno: Menemiep / Pykosopuresb
Pardeep Kumar - Himesh Kumdr_— - | Amit Kumar %«M e

Print Date / Print Date / Print Date / o

Jarta: 09.10.2021 Jara: 09.10.2021 Jlara: 09.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

CEPTHO®HKAT AHAJIM3A

Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

E’roduct . Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g Tel - #9T58166 56001-02
Mpoaykr Haiiz"® AKTHUBrenb (HUMECYIi1) resib [ HapyskHoro npnmu-.e.!{'m'if”ldﬁ-ﬁf%‘{ﬁc""‘

Batch No / : V211048 Batch Quantity / : 18,910 units /
Cepus Ne . 0O0BeM napTNu 18,910 exuHuLI
Analytical Report No / : 890001549153 Date of Analysis / : 09.10.2021
AHANMTHYECKHI 0TYeT Ne JlaTa aHaJmu3a

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JlaTa npoH3BOACTBA Tonen a0

19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Analysis performed according ND / Anasins npoBe/ieH no HJI: JI[1-005923-191119 (amend Ne 1 from

Page S of 5/ Crp. Su3 5

10 |Labeling / MapkupoBKa

According to ND / B coorsercTsru ¢ HJJ

11 |Storage / Xpanenue

Store below 25 °C. Do not freeze./ ITpu Temnepatype He BBILIC 25
°C. He 3aMopaxuBath.

12 | Shelf life / Cpox rogHocTH

2 years / 2 ropa

Remarks : The Product conforms to ND/

Ipumeuanue: [1pomykT COOTEETCTBYET tpebosannam HJI

Conclusion : APPROVED /
Baxarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToAroTOBIEHO:. [IpoBepeHo: ___1.Onobpeno: Menemiep / PykOBOJHTEIH
Pardeep Kumar Himesh KumaM Amit Kumar Pt N

Print Date / Print Date / Print Date / .

Jlara: 09.10.2021 Iara: 09.10.2021 Jlara: 09.10.2021
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